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(c) You must quarantine packaging
and labels before you use them in the
manufacture of a dietary supplement
until:

(1) You collect representative sam-
ples of each unique shipment, and of
each unique lot within each unique
shipment, of packaging and labels and,
at a minimum, conduct a visual identi-
fication of the immediate containers
and closures;

(2) Quality control personnel review
and approve the results of any tests or
examinations conducted on the pack-
aging and labels; and

(3) Quality control personnel approve
the packaging and labels for use in the
manufacture of a dietary supplement
and release them from quarantine.

(d)(A) You must identify each unique
lot within each unique shipment of
packaging and labels in a manner that
allows you to trace the lot to the sup-
plier, the date received, the name of
the packaging and label, the status of
the packaging and label (e.g., quar-
antined, approved, or rejected); and to
the dietary supplement that you dis-
tributed; and

(2) You must use this unique identi-
fier whenever you record the disposi-
tion of each unique lot within each
unique shipment of packaging and la-
bels.

(e) You must hold packaging and la-
bels under conditions that will protect
against contamination and deteriora-
tion, and avoid mixups.

§111.165 What requirements apply to a
product received for packaging or
labeling as a dietary supplement
(and for distribution rather than
for return to the supplier)?

(a) You must visually examine each
immediate container or grouping of
immediate containers in a shipment of
product that you receive for packaging
or labeling as a dietary supplement
(and for distribution rather than for re-
turn to the supplier) for appropriate
content label, container damage, or
broken seals to determine whether the
container condition may have resulted
in contamination or deterioration of
the received product.

(b) You must visually examine the
supplier’s invoice, guarantee, or cer-
tification in a shipment of the received
product to ensure that the received
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product is consistent with your pur-
chase order.

(c) You must quarantine the received
product until:

(1) You collect representative sam-
ples of each unique shipment, and of
each unique lot within each unique
shipment, of received product;

(2) Quality control personnel review
and approve the documentation to de-
termine whether the received product
meets the specifications that you es-
tablished under §111.70(f); and

(3) Quality control personnel approve
the received product for packaging or
labeling as a dietary supplement and
release the received product from quar-
antine.

(d)(1) You must identify each unique
lot within each unique shipment of re-
ceived product in a manner that allows
you to trace the lot to the supplier, the
date received, the name of the received
product, the status of the received
product (e.g., quarantined, approved, or
rejected), and to the product that you
packaged or labeled and distributed as
a dietary supplement.

(2) You must use this unique identi-
fier whenever you record the disposi-
tion of each unique lot within each
unique shipment of the received prod-
uct.

(e) You must hold the received prod-
uct under conditions that will protect
against contamination and deteriora-
tion, and avoid mixups.

§111.170 What requirements apply to
rejected components, packaging,
and labels, and to rejected products
that are received for packaging or
labeling as a dietary supplement?

You must clearly identify, hold, and
control under a quarantine system for
appropriate disposition any compo-
nent, packaging, and label, and any
product that you receive for packaging
or labeling as a dietary supplement

(and for distribution rather than for re-

turn to the supplier), that is rejected

and unsuitable for use in manufac-
turing, packaging, or labeling oper-
ations.

§111.180 Under this subpart G, what
records must you make and keep?

(a) You must make and keep records

required under this subpart G in ac-
cordance with subpart P of this part.
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(b) You must make and keep the fol-
lowing records:

(1) Written procedures for fulfilling
the requirements of this subpart.

(2) Receiving records (including
records such as certificates of analysis,
suppliers’ invoices, and suppliers’ guar-
antees) for components, packaging, and
labels and for products that you re-
ceive for packaging or labeling as a di-
etary supplement (and for distribution
rather than for return to the supplier);
and

(3) Documentation that the require-
ments of this subpart were met.

(i) The person who performs the re-
quired operation must document, at
the time of performance, that the re-
quired operation was performed.

(ii) The documentation must include:

(A) The date that the components,
packaging, labels, or products that you
receive for packaging or labeling as a
dietary supplement were received;

(B) The initials of the person per-
forming the required operation;

(C) The results of any tests or exami-
nations conducted on components,
packaging, or labels, and of any visual
examination of product that you re-
ceive for packaging or labeling as a di-
etary supplement; and

(D) Any material review and disposi-
tion decision conducted on compo-
nents, packaging, labels, or products
that you receive for packaging or la-
beling as a dietary supplement.

Subpart H—Production and Proc-
ess Control System: Require-
ments for the Master Manu-
facturing Record

§111.205 What is the requirement to
establish a master manufacturing
record?

(a) You must prepare and follow a
written master manufacturing record
for each unique formulation of dietary
supplement that you manufacture, and
for each batch size, to ensure uni-
formity in the finished batch from
batch to batch.

(b) The master manufacturing record
must:

(1) Identify specifications for the
points, steps, or stages in the manufac-
turing process where control is nec-
essary to ensure the quality of the die-

§111.210

tary supplement and that the dietary
supplement is packaged and labeled as
specified in the master manufacturing
record; and

(2) Establish controls and procedures
to ensure that each batch of dietary
supplement that you manufacture
meets the specifications identified in
accordance with paragraph (b)(1) of
this section.

(c) You must make and keep master
manufacturing records in accordance
with subpart P of this part.

§111.210 What must the master manu-
facturing record include?

The master
must include:

(a) The name of the dietary supple-
ment to be manufactured and the
strength, concentration, weight, or
measure of each dietary ingredient for
each batch size;

(b) A complete list of components to
be used;

(c) An accurate statement of the
weight or measure of each component
to be used;

(d) The identity and weight or meas-
ure of each dietary ingredient that will
be declared on the Supplement Facts
label and the identity of each ingre-
dient that will be declared on the in-
gredients list of the dietary supple-
ment;

(e) A statement of any intentional
overage amount of a dietary ingre-
dient;

(f) A statement of theoretical yield of
a manufactured dietary supplement ex-
pected at each point, step, or stage of
the manufacturing process where con-
trol is needed to ensure the quality of
the dietary supplement, and the ex-
pected yield when you finish manufac-
turing the dietary supplement, includ-
ing the maximum and minimum per-
centages of theoretical yield beyond
which a deviation investigation of a
batch is necessary and material review
is conducted and disposition decision is
made;

(g) A description of packaging and a
representative label, or a cross-ref-
erence to the physical location of the
actual or representative label;

(h) Written instructions,
the following:

manufacturing record

including
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